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Service
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, Directors, Center for Veterinary Biologics
Center for Veterinary

Biologics
Suite 104

510 South 17th Street
Ames, IA 50010 PURPOSE

(515) 232-5785
FAX(318) 232-7120 Thjg notice informs all manufacturers of products containing Erysipelothrix Rhusiopathiae
Bacterin of a change in procedures when conducting potency tests according to 9 CFR
113.119 using the current Erysipelothrix rhusiopathiae Standard Reference Bacterin,

ERB-5.
BACKGROUND

The Center for Veterinary Biologics (CVB) established the current Erysipel othrix
rhusiopathiae Standard Reference Bacterin, ERB-5, in 1996. At that time, results of
efficacy studiesin swine were used to establish the use of ERB-5 undiluted as the
Standard in the mouse challenge potency assay in 9 CFR 113.119. We have evaluated
new data from testing by licensed manufacturers and the CVB-Laboratory and have
determined that undiluted ERB-5 has a higher potency than that required to protect pigs
when using the swine challenge model described in 9 CFR 113.67.

ACTION

In light of these data, CVB has determined that ERB-5 at adilution of 1:2 should be used
as the Standard in the mouse challenge potency test outlined in 9 CFR 113.119. Therefore,
when conducting this test using ERB-5 as the Standard, firms should change the initial
dilution of the Standard from undiluted to a 1:2 dilution.
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